This paper will reflect on my observations and opinions as to current situations and conditions in the orthopaedic health community as a result of a lack of leadership.
Introduction:
A leader is a person who influences a group of people towards a specific result. It is not dependent on title or formal authority. Most cannot define what makes a leader but they say they recognize a Leader when they see one. Some say Leaders are born other say Leaders are defined and groomed by a process, if you have the will, self-study, education, training and experience you can become a Leader. This is a look at the current conditions. We find the overall orthopaedic health care community and some observations that brought us to these conditions. This is an account of some of the experiences from 
Review
The reputation of the orthopaedic surgeon has been tarnished, and the reputation of the orthopaedic device industry has been tarnished. Surgeon fees have declined, sales prices for implants are under attack and eroding, funding for research is down, funding for CME activities are down and health care employee unemployment is up. Patent development costs are up, product development costs are up and regulatory costs for new product introduction is up.
What has put us into this current situation, in my opinion, the lack of Leadership. However, we still have time to turn things around.
Obviously, there was a serious problem as perceived by the United States Attorney's Office (USAO). In New Jersey in March 2005 they issued subpoenas to the five largest orthopaedic devices manufactures (S&N, Stryker, Biomet, J&J & Zimmer). The subpoenas requested consulting contracts, professional service agreements, and remuneration agreements between the respective companies. Subpoenaed were orthopaedic surgeons, orthopaedic surgeons in training, even medical school students using or considering the surgical use of hip or knee joint replacement or reconstruction products made or sold by the companies for the period beginning January 2002 through March 2005. This investigation has been ongoing and other companies have been added to the list. Major R&D projects were put on hold, CME activities were not supported to the same level and the cost of compliance increased significantly. Companies paid fines to avoid prosecution and agreed to supervision by monitors, many surgeon contracts were cancelled. Many of these agreements, although legal by contract law, were now deemed to be against public policy (USAO) which basically supersedes contract law. Now we find a large group of surgeons faced with declining fees, cancelation of consulting agreements and faced with question of how are they going to supplement their income? The creation of a new business model Physician Owned Distributorships (PODS). On top of all this, the orthopaedic health care community is now faced with the largest orthopaedic device recall ever "ASR™ MoM Bearings." This could easily cost over two billion dollars to resolve all the potential claims.
This has placed serious concerns about the competence of the device industry, the FDA (all regulatory bodies), and the orthopaedic surgeon community as to their ability to evaluate and determine appropriate technology for their patients. This is all fuel to both the media and the legal community.
So where do we see the leaders within the orthopaedic community? Are they standing up and providing the encouragement to take a stand to help set things right? There is, in my opinion, some promising activity supported by the American Association of Hip and Knee Surgeons "AAHKS." Dr. Richard Santore and the Leadership of AAHKS have stepped up their activity and, every year at their annual meeting, present significant information to the membership at large. I encourage all total joint surgeons to become members and support this group and their activities.
Current Trends
Times are different, we all need to stay involved and participate in the process. One step we can do to reduce legal exposure is full disclosure. As a general rule, if you are afraid to disclose you probably should not be doing what you are doing. Failure to warn can be one of our greatest exposures.
Be aware, public policy established by the Justice Department is overriding contract law. Ethical standards are being dictated by the Justice Department not by professional societies. The health care field, in particular physicians, can no longer play by the same rules that govern other inventors and developers of technology.
There are now restrictions of payment of royalties, restrictions on stock options, restrictions on ownership, restrictions on travel and entertainment.
Beware, so-called watch dog groups are out there looking for controversy. Also with society facing run away health care cost, the Government and Insurance industry want to downgrade your (surgeon & inventors) activities, education, and experience to "generic." In this way they can justify keeping fees and implant prices down. If they can state there is do difference in surgeon quality or implant quality then pricing structures can remain flat. This tends to be short sighted and can and will contribute to longterm increase in health care costs.
Negative exposure at all levels of society has put the credibility of private health care at risk, "Doctor bashing" is in vogue.
There are groups that are seeking to shut down the relationship between physicians and industry. One such group is ProPublica, they are tracking the financial ties between doctors and medical companies. It is not hard for some of these groups to take information out of context and present a negative image.
Example of some titles of their reporting: 
Emails

Total: $386,750
The Heart Rhythm Society's annual conference is a marketing bonanza for drug companies and medical device makers. Last year, firms spent $5 million festooning the conference with ads and on exhibits, sponsorships or educational grants.
"This style of reporting is not in the best interest on anyone but the special interest so-called watch dog groups that they themselves benefit financially."
McTighe
Many states have moved to pass bills restricting pharmaceutical and device marketing including limiting funding to continuing medical education (CME) activities. Now some states are concerned that there has been an overreaction and there is a movement to repeal some laws.
Massachusetts House Votes Overwhelmingly to
Repeal the Code of Conduct AKA the "Gift" Ban Enacted in 2009, the Massachusetts "gift ban" has been a controversial piece of legislation that has had significant impacts on the pharmaceutical and medical device industry in Massachusetts. After going into effect on July 1, 2009, the Massachusetts (PCOC) required the reporting of payments of more than $50 made to any health care practitioners by industry. Payments were then published on the states website in late November, 2010.
Violations would carry a penalty of $5,000.
As the Massachusetts Restaurant Association (MRA) noted, the current law prohibits a pharmaceutical or medical device manufacturer agent from paying for meals that are offered, consumed, or provided outside of the health care practitioner's office or hospital setting. These companies are not allowed to hold educational and informational presentations in the restaurants that are surrounding the hospitals.
Accordingly, MRA recognized that the "mislabeled 'gift ban' has been devastating to restaurants and thousands of middle-class employees," in Massachusetts. Increased cost to all health care companies in the formation of compliance personnel.
Decrease in innovation in significant high technology devices.
Decrease in commercial funding for CME Activities.
With respect to the number of CME activities which received commercial support: Commercial support is down from ave. of 58% to 28%.
Once commercial support is reduced, schools and centers can no longer support the resources or staff necessary to offer adequate or similar programs to faculty, staff, and surrounding community health care professionals.
If commercial support continues to decline, and the number and kind of CME courses continues to decline, America's leading medical schools and centers will face significant problems training and educating our health care professionals.
With a growing population, and increasing number of elderly and sick, America needs "a workforce of competent health professionals" that can use and learn the best health care practices that effectively cure and prevent disease and promote well-being.
In order to achieve this success, an integrated system of interaction between the medical industry, private practice providers, academics, insurance industry, and, yes, the government need to pull together.
Past practice of greed and corruption should not take away the necessary incentives to encourage collaboration and cooperation between all stake holders.
What is necessary is Leadership at all levels. Complacency has been the most significant problem, we must all strive to stay involved and encourage our colleges to get involved or support those that do. The Senate Finance Committee is concerned on the proliferation of such entities in spine and orthopaedic surgery. The concern has to do with creating "financial incentives for physician investors to use those devices that give them the greatest financial return," they may violate an anti-kickback statute and other federal fraud and abuse laws, the report warns.
Remember the Justice Department has already ruled that it is against public policy for physician inventors to be paid on their inventions used by them on their patients. With that understanding, why would any physician think it would be proper to receive commissions, dividends or any kind of financial payment on product that he sold to his hospital and then used on his own patients? We are not the only ones that think this action is very questionable. Who gets in trouble if your legal opinion is wrong? Not the lawyer, you the Physician "investor" are held accountable.
Lets look at the argument for PODs. Physicians say they want to save their hospital money!
The impression "image" for and against
Which side of the argument do you want to be on?
The only favorable argument for involvement is that they may save money for the hospital. The Justice Department does not care if they save the hospital money. Their primary (AKS) concern raised by PODs comes from the financial incentives received by physician investors to use a particular manufacturers' products, not from an incentive to refer patients to a particular hospital.
The AKS carries both criminal and civil penalties, including fines of up to $50,000 per violation, damages of three times the amount of remuneration paid, and imprisonment for up to five years. Violations also may result in exclusion from Medicare, Medicaid and other government health care programs. Now lets look at another troubling potential concern. Insurance carriers having more of a say in determining health care technologies. Many of us already think the health care industry is too involved in medical decision making. These companies are, for the most part, for-profit and even the non profit organizations need to make money to stay in business. Tom Donaldson and I know first hand about non profits since we both run our own foundations. They don't run on good intentions they need money just like any business entity.
Insurance companies are already challenging reimbursement for new technology. Medibank Private Managing Director, George Saviddes says the number of hip and knee replacements will increase in coming years as the population of those older than 65 doubles while the number of people older than 85 quadruples. He expects that, in the next generation, people will be using an average of three of these devices in their lifetimes. "When you add those three things together, it's looking like a very steep curve. But we have an opportunity to do something about it," he says.
Saviddes calculates that if out-of-patent equivalent joint replacements can gain one-third of the market, his health fund will save $100 million a year. Within ten years the three health funds could be saving $1 billion a year which would help keep insurance premium costs under control.
The Australian health safety watchdog, the Therapeutic Goods Administration, has approved two of Joint Research's generic hip devices. One is cemented and the other is cementless. The cemented generic hip is based on the off-patent Exeter hip which was developed more than 40 years ago. Joint replacement registries show it has one of the best long-term histories of clinical success. Since the hips went on sale in August, Joint Research has sold 250.
First it sounds like the insurance carries have an active role in this company. This group also has some private surgeon investment money. It is my understanding that the surgeon investors are not involved with the intent to be paid on product that they implant in their own patients. However some of these surgeons have received sever media criticism and they wish they never got involved. Also it is my understanding that past management went through some of the initial investment with little performance to show for it. Lesson learned here is if it sounds too good or too easy it usually is not a good idea. Shepherd became fast friends, it the beginning of a wonderful 25 year relationship. Bruce was, and still is, larger than life. Not only was he committed to the advancement of total joint technology, he was also very concern with the movement of the Australian health care system into a medicare movement.
Bruce has been described as a lone figure arguing that Medicare was the beginning of the nationalization of the medial profession with a resultant explosion in medical costs. Bruce has continued to campaign against government controlled health system with its waste and lack of empathy for patients. During the 1980s, Bruce took on the Australian Government with regards to their overreaching in trying to control the orthopaedic surgeon.
By 1984 Bruce and a number of colleagues were successful in getting roughly 500 doctors to resign from the public hospitals. This grew to over 1,500 by 1985. In the end the Government agreed to repeal legislation controlling doctor's fees for private patients in public hospitals and elsewhere. In addition, the Government agreed to establish a Medial Services Committee. The committee would be composed entirely of medical officers and would be consulted by the Health Minster concerning all changes relevant to medical practice in public hospitals.
Our orthopaedic surgical societies can learn by reviewing these recent struggles in Australia.
Bruce went on to serve as President of the Australian Orthopaedic Association. On May 25, 1997 we performed our first S-Rom® total hip arthroplasty together at Baulkham Hills Hospital. Bruce was instrumental in establishing training of the S-Rom system and that hip still enjoys significant success Down Under.
Bruce was instrumental in my career as was John Harrison and all the orthopaedic gang. Bruce was a co-inventor with me on a proximal modular stem and we received patents back in 1997. Bruce was very instrumental in the success of the SRom® and overall success of Joint Medical Products Corporation. Many changes to instruments and implants came about because of the surgical / clinical input from Dr. Shepherd. In the 1980s, under contract law companies could establish a royalty agreement to a surgeon for his contributions even if he was not part of the original creation of that device. I offered Bruce a royalty contract because I felt his contributions were significant. He replied "Tim I like the S-Rom and use it because of its merit, I don't want to be accused of using it because of a contract."
He also wanted no payment on his contribution to the patent on our Modular Prosthesis. He was and is a man of true charter and knows the overall responsibility he had to use the best possible technology for his patients. This is not to say he does not enjoy investing and making money, Bruce is a capitalist and we both have made some investments together, and made money. However, he never got caught up into the fray of royalties of consulting fees. He was always a surgeon first, politician second and investor was last on his list. I point out some of these photos and activities because of the overreaction from the Justice Department Probe and the restrictions that are being placed on the health care community. This professional community is having unfair burdens placed on its many members and contributors to a better humanity. Doctors, nurses, scientists and industry colleagues are professionals that work unbelievable hours and often are never compensated for some of those hours. You become friends with mutual professional goals to make a difference. This is a difficult way of life and, yes, there are many benefits that come to professional successful individuals. We socialize together, what is wrong with that. Even at social functions you can't get a group of surgeons together that some of the talk doesn't comes back to medicine. "I have that infected hip how are your treating your patients?"
The point of this commentary about Leadership is we need to demonstrate to our younger colleagues that they need to be part of the system. We need to encourage and acknowledge those who are willing to stand and be heard. We are not all Leaders so we need to support and foster leaders. We need to challenge decisions that place undue risk on our patients, colleagues and our profession.
Where is the proof that the government, or for that matter the legal profession, has a better track record on standards of behavior than the medical profession? At least the medical profession has a code of DO NO HARM.
The legal profession teaches there is merit in frivolous activity.
I challenge our Professional Societies to establish guidelines on Physician Owned Distributorship and not to wait again for the legislature branch of government or the Justice Department to make decisions that should be down at a local professional level.
We can learn by example from around the world. That is why I bring attention again to the current events within the Australian Orthopaedic Association. They have become a Leader in their Joint Registry and now are leading once again to control more of their profession.
I have great respect for the Australian Orthopaedic Association and believe they are currently demonstrating the necessary Leadership to have more control and reduce outside influences on their profession. I encourage all to follow their journey as a model of involvement.
Preface
I believe that the time has come for orthopaedic surgeons to determine their own professional future. Orthopaedic surgeons, represented by AOA, are ideally placed to make decisions about their own training and education program and manage the program without inappropriate red tape or intervention from others outside the orthopaedic profession.
Our current arrangements with the Royal Australasian College of Surgeons (RACS) where the final say lies with RACS committees and the RACS Council in a rigid system does not allow for this kind of self-determination. Our attempts to resolve this situation with RACS are revealing the potential for solutions, which may be satisfactory for all parties.
Within this framework, I believe that it is both professionally and legally possible for AOA to determine the nature of training, education and credentialing of specialist orthopaedic surgeons without leaving the RACS family of specialist and general surgeons. That for many members may be the most desirable position.
The information uncovered through AOA's Due Diligence process tells us that such autonomy, through direct Australian Medical Council (AMC) accreditation, does not have to result in separation from RACS, although it would lead to a different kind of relationship-one based on cooperation rather than authority. However, RACS believes that direct accreditation is tantamount to separation and that is their current position.
My job as President of AOA is to lead the further growth of our specialty and to work to get the best possible outcomes for our profession. I do not believe that it is in our best interests for things to stay as they are.
We also acknowledge the aspirations of others and have met with the leaders of the other RACS surgical It was pleasing to be able to have direct dialogue with RACS on this important matter at the meeting of AOA and RACS Council Executive members which occurred on 7 September 2011 and a program of continuing dialogue is expected to continue. That meeting was positive and professional and clarified our respective positions. Although seeking AMC accreditation remains on the Board's agenda as one of a range of options, it was mutually satisfying to find both AOA and RACS agreeing to explore sensible alternatives that aim to meet the needs of both institutions.
For the past three months, since the Due Diligence process was completed, we have been actively seeking the views of members on our options for change. Many of you have sent in letters and submissions, the majority of which are now reproduced in this publication. We have presented a number of options and discussed them with many of you at Branch meetings and conferences, and we will continue to consult widely throughout September.
As you know, the Board will meet at the beginning of October to consider the matter and your preferences will play a big part in our deliberations.
We are gauging members' views through a plebiscite (first mooted by me at the Queensland Annual General Meeting a year ago) that is open not only to full voting members but also to associate members and to registrar affiliates. We are not simply interested in the numbers, but also in the spread of views across the membership. For the first time, younger members have the opportunity to make a significant difference to their own future.
Our profession is a broad church and I expect that views will differ. Professionals do what is best for those in their care ahead of themselves, and I do expect you to put the best interests of your profession ahead of personal feelings or fears.
I urge you to participate in the plebiscite. Bruce did not wage these fights alone but he is credited with being the Leader that went up against the Health Ministers of the Hawke Labor Government that was trying to nationalize the medical profession.
I consider myself a student and friend of Bruce Shepherd. He has influence many aspects of my life
